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aik k*n titant ^ nan arm % kra if nnnr n a m -j.nret 
k'Pratt art fanr 


tmt*n aftt iftSIt »BWT®r *i«IW 
(tmt«r Prow) 

n$ ft^tft, 7n**Tt, 1991 

wi.an.ftt. 698(o).—aftafa iik atuun ertib Pwt, 194 s 
an afk tWtwn afrt fail tjv rrr^r sftnfa afk sretsm uwit 

WftrPppT, 1940 ( 1940 «RT 23) ait UTCT 12 sfk OTtt 33 ft 
ufrauyU T urtn nwit % taiwn sfk nlwt aifaro 
(www prow) ift aftpn ht.tt.Pt. if. 224 (w), ntfta 19 
artfa, 1991 % arcifavnTTr % Tnm, mnuK«i, arm 2 , art 3 , 
wfa (i), nktar 19 rrifa, 1991 aif nanftra famt nnt «rr 
fagif T'i gfa wiPwat n fak ukt iroiPfa ft Avttrt <ff 
gg akkrtt, fatkt nan ttjpt^ ait nRwt nwnT as^»U' artt ift 
nf eft, grafkr afttwTfar % 'j# awk aik-tjitw nt»t tnj. 9t; 

afrt nan trxnw 19 sw 1991 ait antit ait aamm awr 

_ 1 , 1 ‘ • .•>::. r . . 

fktr nat 5 <rr; 


SWi, tW, tfWTT, sVifcl 8tk r?tTW-T J tWnt 

1940 ( 1940 an 23 ) ft ETPT 12 aftT OTtt . 1.1 im IRtt 

mfafl'iif an swr artit gtr, sftnftr nawkt nmaanr art it qrw 4 
-wrtfir afrt attm HTHib ftmr, 1945 -m 
artffan anrt fan fknfafan frtnt amtft wtq;■ , 

1. (1) tn Pmt an nfttnr nm sftafa ^k ffntun nrnift 

(atmt ttifhm) fan. 1991^1 

(2) t ttsttw it naniR ft trrPfa ait n^tr tfrt 1 

2 . sfhfe afk wHiffn ttmfr fkm, 1945 ft u^4t rt’ % 

vjf»T 2 it : ‘?m 3 <k krtt ?rtsrrt" afW % Wrn kr 

1 sjk 2 sfk i3n% traftin nfnfkift ar "atn it fknfafan kr 
*ik a fa faa 1 a$rt nmhft, salt:— 

“ 1. anc krtfirtf itt% *tk>ft e*t?JFii, kirk, frtrtan, 

fart, ftff nt 7ft ttrij rt, % fnfnrtHT T fkt fnm- 
fafan wait ait faanfkr k nrtt £, ittirf 1 — . 
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1. faaw j'W. 

■>■ ftflpP, P WI, fa 3T 5TTT ftpft; 

3. Praa aTPra/afftra Proa fa; 

a. Tjfaaf; 

5. al«llt<J M aT , 4*K-*0 t T4^+ ITT ‘t'l i IRIT 

<-. fPPSrcffaqT RTsTiT f*TTT HI atftf, Wm WtW 3W; 

7. 9* ifTTOT OTRiT; 

A. <d«TR ITT iTpr 'RT B I 44M.< I 

CTurfr^T farmf ftr ffa 311 fa jPtr; Pa ftp 

fTOiftnr at httP ft1 

2. ‘'aiafta faftrffar fa Fpfcff, ofaffaP sfrr faff, wwi 
sfa Profat fa fa <TT 1 J ST, % fafafal ft: fifa, (fafalftia 
fa frrarfPrr fa -siifa ft :— 

]. PWT fat fafTwro T?pRi; 

2. ^pfwr ffaro iter; 

3. faTTRTTT [h ,J 1 4T S'T^H P VT M<.'+' ITT TT-tT 'S’-i^TCl 

3WTT; 

4. fejT fa ITT a*T irtr^TT ffa?n7T TTTTI, fa fa fest 

UT -.iP-H faw2T; 

5,. ffafa ITT ijifafa ffaT; 

o faro arr$ afar; 

7. W ?if M rto an afa fa afar; 
r. iro fa >tt fwwTrm;: 

TwrrT far frfTM^T fa; 

ararfra TfromT % tern njaaa 30 fanfat fa fa fimfta 

fa flpft ft 1 " 

[t(. qw. 11014/13/ 9 o-fapfar-'faaq;] 
•jFc t %5 *rtw, faw nffa 

aVrfsr far anraa farit Pm, 1945, 1*5-79 aa faT 
faftfim *1 *i Tarroi far fawn wm (rrw Prow) afa* 
ir ffair sjVrftr fat bmm Ttrofa, affarw fa: faro (<flr.fa.fa 
fa.) 4ft fafafa ft, faifaa ft l aWVfaTJ aw falfa Jt lrrer ft: 
wm are-2, are (3)(i) P mfaftttf ^ Pwftrfan a ffe ^ fa r fa 
krt #»ftf^r Ppt »ttt ft ; — 

1- TIT. W. pT. 1241 arfts 6-10-197# 

2 . TIT, TT. far. 1242 aTpa 6 - 10-1979 

3. *{1. aT. fa. 1243 aTPa 6-10-79 

■1. ITT. aT. fa , 1281 arPa 12-10-89 

5 - rt. ar. fJr, 430 m%r 19 - 4 -so 
o. ar. w. Pr. 779 srtta 26-7-80 
7 . ar. w. fa. 540 (a) arfta 22-9-»q 
h. m, w, fa, 680 (a) anpar 5*12-80 

9. *rr. w. fa. 681(a) arftar- s-i2-#o- 

10. tit, rr. fa, 682(a) arda 5-^80 
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11. ar. w. fa. 27(a) arftar 17-1-s 1 

12. RT. w. Pr. 478(a) arffa 6-s-si 

13. ar. w. fa. 62(a) aifta 15-2-82 

14. aT. w. fa. 482(a) arpa 22*6-82 

15. at. wr. Pt. sio(a) arfra 26-7-82 

16. aT. aa. Pr. 13(a) arfra 26-7-82 

i7..aT. aa. Pt. 3is(a) arda 1-5-ea - 
is, aT. aa. Pt. 331(a) arfta 8-5-84 

19. ar. ar. Pr. 460 (a) aiffa 20-6-84 

20. ar. rr. Pr. 487 (a) arfta 2*7-84 
21* ar.arT.pT. 89(a) arffa 16-2-8 5 

22. at.aa.PT. 788(a) arPa 10-10-83 

23. ar.w.fa. 17(a) ar&a 7-1-34 

24. aT.aa.Pr. 1049(a) arffa 29-5-86 

25. aT.ira.PT. loeo(a) arPa 5-9-86 

26. aT.aa.pT. 1115(a) arfra 30-9-80 

27. ar.w.Pr, 7i(a) arpa 30-1-87 

28. ar.w.Pr. 570(a) arPa 12-6-87 

29. aT.ai.Pr. 626(a) arPa 2-7-87 

30. ar.ar.Pr. 792(a) aTpa 17-9-87 

31. aT.aa.Pr. 371(a) arPa 14-3-88 

32. aT.w.Pr. 75(a) arPa 2-6-88 

33. arw-Pr. 675 (a) aTPa 2-6-88 

34. ttt.«et,Pt. 676 (a) arPa 2-G-88 

35. aT.at.fa. 677 (a) arPa 2-6 -hs 

36. ar.ar.Pr. esi(a) arPa e-6-8« 

37. ar.w.Pr. 735(a) arPa 24-0-88 

38 . TTT 3 PT.pT. 813(a) atPw 27 - 7-88 

39. TTT.aT.Pr. 944(a) arPa 21-9-88 

40- TTT.ar.PT. 43(a) arPa 20-1-89 {*&***) 

41. ar.ar.Pr. 44(a) arPa 20-1-.se (aPjna) 

42. TTT.ar.Pr. 100(a) aiPa 14-2-8B. 

43. TTT-aT.Pr. 443(a) arPa 12-4-80 

44. TTT.ar.Pr. 588(a) arPa 2-6-89 (^firew) 

45. TTT.ar.Pr. 691 (a) arPa ^t -89 

46. ar-ar,^. 794(a) arPa 28-8-«» 

47. TTT.ar.Pr. ie(a) arPa iaio -89 

48. Trr.ar.Pr. 731(a) arPa 23-8*90 

49. ariar.Pr. 865(a) aTPa 2,5-10-90 

50. TrT*ar.PTi 11(a) arPa 7-1-Bi 

51. TTT.ar.Pr. 223(a) arPa 19-4-91 

52. TTT.at.Pl, 248 (a).aTpa 1-5-91 
5 3. aT.ar.Pr. 3 02 (a) arPa. 7- 6- #1 

54. TTT.aT.Pr. 491(a) arPa 25-7-91 

55. TTT.ar.Pr 495(a) TrrPa 25-7-91 
66. aT.ai.flivs32 (a)arPa 14*8-91 
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MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 
NOTIFICATION 

New Delhi the 7th November 1991 

G.S.R. 668(E) .—Whereas a draft of certain rules 
further to amend the Drugs and Cosmetics Rules, 
1945, was published, as required by sections 12 and 
33 of the Drugs and Cosmetics Act, 1940 (23 of 
1940), under the notification of the Government of 
India, in the Ministry of Health and Family Welfare 
(Department of Health), G.S.R. No. 224(E), dated 
the 19th April, 1991, in the Gazette of India, Ex¬ 
traordinary, Part 11, Section 3, Sab-section (i), dated 
the 19th April, 1991, inviting objections and sugges¬ 
tions from all persons likely to be affected thereby 
before the expiry of a priod of sixty days from the 
date on which the copies of the Official Gazette con- 
training the said notification were made available to 
the public 

And whereas the said Gazette was made available 
to the public on 19th April, 1991; 

And whereas the suggestions received from the 
public on the said draft rules have been taken into 
consideration by the Central Government; 

Now, therefore, in exercise of the powers confer¬ 
red by sections 12 and 33 of the Drugs and Cosmetics 
Act, 1940 (23 of 1940), the Central Government, 
after consultation with the Drugs Technical Advisery 
Board, hereby makes the following rules further to 
amend the Drugs and Cosmetics Rules, 1945. 
namely:— 

1. (1) These rules may be called the Drugs and 
Cosmetics (Tenth Amendment) Rules, 1991. 

(2) They shall come into force on the date of pub¬ 
lication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, in 
Part n of Schedule ‘M’, under the heading “Require¬ 
ment of Plant and Equipment” for paragarphs 1 and 
2 and the enteries relating thereto, the following para¬ 
graphs and enteries shall be substituted, namely:— 

“1. The following equipment is recommended for 
the manufacturer of ‘External preparations’ i.e. Oint¬ 
ments, Emulsions, Lotions, Solutions, Pastes, Creams, 

whichever i; applicable, namely:— 

1. Mixing tanks. 

2. Kettle, steam gas or electrically heated. 

3. Power|mechanical mixer. 

4. Storage tanks. 

5. A colloid mill or a suitable emulsifier or any 
other suitable equipment. 

6. A triple roller mill or an ointment mill 
or any other suitable equipment. 

7. Liquid filling equipment. 


8. Jar or tube filling equipment. 

An area of minimum thirty square meters is recom¬ 
mended for the basic installation. 

2. The following equipment is recommended for 
the manufacture ot intemalfOral preparation’ i.e. 
Syrups, Elixirs, Solutions, Emulsions and suspensions, 
whichever is applicable, namely:— 

(1) Mixing and storage tanks. 

(2) Portable mixer. 

(3) A coBbid mill or suitable Emulsifier or any 

other suitable equipment. 

(4) Filter press or other suitable filtering equip¬ 

ment such as matafilter or sparkler filter. 

(5) Vaccum or gravity filter 

(6) Bottle filling machine. 

(7) Pilfer proof cap sealing machine. 

(8) Water still or deioniser. 

(9) Clarity testing, inspection tabic. 

An area of minimum thirty square meters is recom 
mended for the basic installation. 


[No. X. HUl4jl3jO0-DMS&PFA] 
B. S. LAMBA, Jt. Secy. 

NOTE : The Drugs and Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Act and 
the Rules (PDGHS-61). Subsequently the 
said rules have been amended by the follow¬ 
ing notifications published in Part II, Sec. 3, 
Sub-scction (i) of the Gazette of India, 
namely :— 

1. GSR 1241, dated 6-10-1979 

2. GSR 1242, dated 6-10-1979 

3. GSR 1243, dated 6-10-1979 

4. GSR 1281, dated 12-10-1979 

5. GSR 430, dated 19-04-1980 

6. GSR 779, dated 26-07-1980 

7. GSR 540(E), dated 22-09-1980 

8. GSR 680(E), dated 5-12-1980 

9. GSR 631(E), dated 5-12-1980 

10. GSR 682(E), dated 5-12-1980 

11. GSR 27(E), dated 17-01-1981 

12. GSR 478(E), dated 6-08-1981 

13. GSR 62(E), dated 5-02-1982 

14. GSR 462(E), dated 22-06-1982 

15. GSR 510(E), dated 26-07-1982 

16. GSR 13(E), dated 7-01-1983 

17. GSR 318(E), dated 1-05-1984 

18. GSR 331(E)* dated 8-05-1984 
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19. GSR 

20. GSR 

21. GSR 

22. GSR 

23. GSR 

24. GSR 

25. GSR 

26. GSR 

27. GSR 

28. GSR 

29. GSR 

30. GSR 

31. GSR 

32. GSR 

33. GSR 

34. GSR 

35. GSR 

36. GSR 

37. GSR 
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460(E), dated 20-06-1984 
487(E), dated 2-07-1984 
89(E), dated 16-02-1985 . 
788(E), dated 10-10-1985 
17(E), dated 7-01-1986 
1049(E), dated 29-08-1986 
1060(E), dated 5-09-1986 
1115(E), dated 30-09-1986 
71(E), dated 30-01-1987 
570(E) dated 12-06-1987 
626(E), dated 2-07-1987 
792(E), dated 17-09-1987 
371(E), dated 24-03-1988 
75(E), dated 2-06-1988 
675(E), dated 2-06-1988 
676(E), dated 24)6-1988 
677(E), dated 2-06-1988 
680(E), dated 6-06-1988 
735(E), dated 24-06-1988 


38. GSR 813(E), dated 27-07-1988 

39. GSR 944(E), dated 21-09-1988 Corrigendum 

40. GSR 43(E),dated 20-01-1989 Corrigendum 

41. GSR 44(E), dated 20-01-1989 Corrigendum 

42. GSR 100(E), dated 14-02-1989 Corrigendum 

43. GSR 443(E), dated 12-04-1989 

44. GSR 588(E), dated 2-06-1989 Corrigendum 

45. GSR 691(E), dated 11-07-1989 

46. GSR 784(E). dated 28-08-1989 

47. GSR 16(E), dated 10-01-1990 

48. GSR 731(E), dated 23-08-1990 

49. GSR 865(E), dated 25-10-1990 . 

50. GSR 11(E), dated 7-01-1991 

51. GSR 223(E), dated 19-04-1991 

52. GSR 246(E), dated 1-05-1991 

53. GSR 302(E), dated 7-06-1991 

54. GSR 491(E), dated 25-07-1991 

55. GSR 495(E), dated 25-07-1991 

56. GSR 532 (E),. dated 14-08-1991 


atfn'tfd’ by ’tjici Manager, Covl, of India Px'.M, Kin;; Road, Maya Puri, New Delhi-1 lOWl-C 
and Published by the Controller of Publications, Delhi-110054, 1992 



